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November 26,2002 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Ln, Room 1061 
Rockville, MD 20852 

Docker No. 98D-1146, “Draft Guidance for Industry: Evaluating the Safety of 
Antimicrobial New Animal Drugs With Regard to Their Microbiological Effects on 
Bacteria of Human Health Concern” 

These comments are submitted on behalf of The Humane Society of the Unired 

States, the country’s largest animal protection organization, with more than seven 

million supporters nationwide. While we are concerned wirh the use of 

antimicrobials by agriculture because of its contribution to the growing health crisis 

of antibiotic resistance we would like to take this opportuniry to voice our concern 

about their use in relation to animal welfare. We are deeply concerned about rhe 

use of antimicrobials in animal production, in particular their use at subtherapeutic 

levels. While we strongly support preventing disease in animals, there are berter 

ways to accomplish this than by routinely feeding animals with low dosages of 

antimicrobials. Such usage has mainly arisen because of unacceptable aspects of 

intensive husbandry such as crowding, poor sanitation, and stressful conditions, all 

of which are deuimenral 10 animal health and welfare. 

Until calls for restrictions on antimicrobials led the agricultural industry to defend 

them as necessary for health care, subtherapeutic antimicrobials given to farm 

animals were generally refcrrcd KO as ‘growth promoters’. Promotion of growth by 

antimicrobials is firstly unnecessary and secondly evidence for inadequare 

husbandry and management. Crowded and unsanitary conditions increase the 

amount of pathogens rhar animals are exposed to and facilitate the spread of 
disease. The disease controlling effects of subrherapeurie levels of antimicrobials 

are less pronounced in clean, healthful, and stress-free environments and the 
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beneficial effects greatest in poor sanitary conditions.’ One company’s experience 

with raising broiler chickens without antimicrobials, for growth promotion or 

therapy, found that this was readily achieved when more attention was paid to 

ensuring proper ventilation, litter quality, and appropriate densiries of bird 

populations, among other management changes.’ Some evidence suggests that 

immune system stimulation results in reduced growrh rates, and feeding 

antimicrobials allows the producer to realize growth rates similar to those of 

animals that are minimally suessed and nonmedicated. 

Effective antimicrobials are a most precious tool that we must preserve for treating 

sick animals and sick people. They should not be used in place of proper sanitation 

and providing animals with adequate space. 

Intensive production systems do not account for many basic needs of farm animals. 

Confined in these quarters, they are unable to perform adaptive behaviors like 

isolating themselves from orhers when sick or thermoregulatory efforts such as 

gathering bedding for warmth, moving away from cold drafts, or wallowing in mud 

to cool down. Barren and crowded conditions can also be a significant source of 

stress. Stress can result in injurious behavior and reduced immune competence. 

Furrhermore, research indicares that intense selection for high productivity can 

mean selection againsr disease resismnce.4 These conditions and practices 

seemingly further the dependence of intensive animal production on antimicrobials. 

It is vital to ask why anrimicrobials are used in animal agriculture. The answers 

demonsuare thar considerable reductions can and must be made. Industry should 

not be allowed to use these drugs as a band-aid for poor management. Better 

husbandry rhat reduces rhe need for antimicrobials is necessary. Several European 

countries are moving in &is direcrion, such as Sweden, where broilers have been 

raised successfully for a number of years withour the use of subrherapeutic 

antimicrobials. The health of broilers there has been maintained by using good 
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saniration, environmental controls, and reduced stocking densities. 5 Indeed, within 

the USA there are producers that raise animals in a humane and sustainable manner 

with lisle or no use of antimicrobials. 

We would like 50 thank the FDA for considering this important issue and for rhis 

opportunity LO comment. 

Sincerely, 

Tamiko J . Thomas, M.Sc. 
animal Scienrin-Program Manager 
Farm Animals and Susrainable Agriculture 
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